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Dr.Reddy’s ‘

Product : Nise tablets 100 mg

INponykr  : Haiia®, tabnetku 100 mr

Batch No / 1 V2200735 Batch Quantity / : 25,00,000 tablets /
Cepusi No Oo6nem cepun 25,00,000 Tabnerox
Analytical Report No / : 040001560990 Date of Analysis / 1 26.04.2022
AnannTuyeckuii oTuer Nt lara ananusa .

Date of Manufacture / : APR.2022 Date of Expiry / : MAR.2025

| /[laTa npon3BoACTBA I'ogen go (Brm)

Analysis performed according to ND / Auanus nposexen mo HJ\: I1 N012824/03-1401 19 (amend Ne 1 from 08.06.2020 /
w3M. Ne 1 or 08.06.2020. amend Ne 2 from 10.08.2020 / usM. Ne 2 ot 10.08.2020)

Ne Test / [loxa3zaTensn | Result / PesyasTaThl Specification / Hopma

1 |Description / Onucanue Complies / CooTBeTCTBYET Yellowish white round biconvex tablets with
smooth surface. / benble ¢ KeNTOBaThEIM
OTTEHKOM KpYTJIbie BOSKOBBIMYKble TADIETKH
€ TIaJKO# MOBEPXHOCTHIO.

|
2 | Identification / Complies / CooTBercTBy€ET The retention time of principal peak in the

| MoaTMHHOCTS chromatogram of test solution should
correspond to retention time of principal peak in
| Nimesulide standard solution chromatogram
under Assay / BpeMs ynep>KHBaHHA OCHOBHOTO
[iMka Ha XpPOMATOrpaMME  HCIBITYEMOrQ
pacTBOpa MO/KHO COOTBETCTBOBAaTh BPEMEHU

yIOepXKUBaHHA OCHOBHOTQ 1Ka Ha
XpoMmarorpaMme  pacTBopa  CTaHOapTHOTO
obpazua HHUMeCYHaa (pazpen

«KonnuectseHHOE OnpeseneHue»)

3 [Average v;eight and mass . 305.2 mg/ 3052 mr 310mg+£5.0% /310 Mr£5,0 %
:I::f(:;)m:)tyﬂ/off :;I(‘:i:cs;::acca Complies / CooTBeTCTBYET 18/20 tablets — NMT = 5 %./
AIHOPOA 18/20 Tabnetok — He Gonee £ 5 %

| 12/20 tablets — NMT + 10 % /
2/20 Tabnerok — He 6onee = 10 %

4 | Dissolution / PacTBopeHue 99 %, 99 %, 100%, 95%, 98%, 99% |Not less than 75 % (Q) of labeled amount of
| C13H,5N-0sS nimesulide is dissolved in 45
' minutes / He menee 75 % (Q) ot
I : HoMuHanbHoro copepxkanus Ci3H12N2OsS

(Humecynum) uepes 45 MUH.
5 | Water / Boaa I 23% Not morPe than 6.0.% w/w / He 6onee 6,0 %
6 | Related substances / Pqncrseﬁuble npHMecH __ _1
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeuanne: [TpoaykT cootBeTcTBYeT TpeboBanusm HJT 3akmovenue: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IMogroroeneHo: Ankit IIposepeno: Prayesh Rana Onobpeno: Menemiep / Pykopoanrens
& p Aﬁz Manoj Kumar \‘M
Print Date / Print Date / Print Date /
Hata: 26.04.2022 Hara: 26.04.2022 Hara: 26.04.2022
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Product : Nise tablets 100 mg

Hpoaykr  : Haiis®, tabnetkn 100 Mr

Batch No / : V2200735 Batch Quantity / : 25,00,000 tablets /
Cepus Ne O0beM cepun 25,00,000 Tabnerok
Analytical Report No / : 040001560990 Date of Analysis / 1 26.04.2022
AHaJMTHYECKMI oTyeT No Hara ananusa

Date of Manufacture / ¢ APR.2022 Date of Expiry / : MAR.2025

JlaTa npon3BoAcTBa TI'omen ao (BKIT)

Analysis performed according to ND / Auanus nposexen no HJI: T1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
mm. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / usm. Ne 2 ot 10.08.2020)

i_.N‘g | Test / IlokazaTesb Result / PesyabTaTnl Specification / Hopma - B _'|'
M 0, 0,
Impurity A / IIpumecs A Not Detected NMT 0.20 % / He 6onee 0,20 %
[
i_Impurity B/ Ilpumecs B 0.02% NMT 0.20 % / He 6onee 0,20 %
| Impurity C / [Tpumecs C Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity D / Ilpumecs D Below Limit of Detection NMT 0.20 % / He 6onee 0,20 %
. (LOD:0.0049%)
[mpurity E / I[Ipumecs E NMT 0.20 % / He 6onee 0,20 %
Not Detected
Impurity F / ITpumecs F NMT 0.20 % / He 6onee 0,20 %
Not Detected
Any unknown individual NMT 0.20 % / He 6onee 0,20 %
impurity / EqunuuHas 0.02%
HeupeHTHOULHpYeMast
npUMech
Total impurities / Cymma 0.05% NMT 1.5 % / He 6onee 1,5 %
nprMecei
~ 7 | Uniformity of dosage units / 1.5 Acceptance value (AV) should be not more
OIHOPOAHOCTH A03MPOBAHUSA than 15.0 / [Tokazarens npuemiaemoctu (AV)
IoJDkeH ObITh He Gonee 15,0
8 | Microbial limits / Mlmpp@lm.ﬁorlmecmn YHUCTOTA |
a) Total aerobic microbial : 5 CFU/g/ Not more than 1000 CFU/g / |
count / Ob1uee Y1co KOE/r He 6onee 1000 KOE/r f
a3pOo6HBIX MUKPOOPraHH3MOB
') Total combined yeasts and Less than 10 CFU/g / Not more than 100 CFU/g /
mould count / Obiee uncno Menee 10 KOE/r He 6osiee 100 KOE/r
IPOXIKEBBIX H MNIECHEBBIX
rpubos
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeyanue: ITpoaykT cootBeTcTByeT Tpebosanusam HJI 3axawuenue: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
oaroroeneno: Ankit IIpoBepeno: Praveqsh Rana Onobpeno: Menemxep / Pykosoaurens
’ Manoj Kumar ]
_ hofuttt
Print Date / Print Date / Print Date /
Jara: 26.04.2022 JHara: 26.04.2022 Jata: 26.04.2022
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Product : Nise tablets 100 mg

Npoaykr  : Haiis®, Tabnrerku 100 mr

Batch No / : V2200735 Batch Quantity / : 25,00,000 tablets /
Cepus No O6nem cepun 25,00,000 Tabnerok
Analytical Report No / : 040001560990 Date of Analysis / : 26.04.2022
AnanuTHyeckuii oTuer Ne Harta ananusa

Date of Manufacture / : APR.2022 Date of Expiry / : MAR.2025

Jara npoH3BoJACTBA Topen g0 (BKJI)

Analysis performed according to ND / Anaans nposeaen no HJ: TT1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
w3M. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Ne 2 ot 10.08.2020)

[ N Test / [loxasaTenn Result / PesyapTaThl Specification / Hopwg
¢) E. coli Absent / Shall be absent in 1g/
OtcyTcTBYyeT JIomKHBI OTCYTCTBOBATH B 1 T
9 | Assay/ KoaunuecTBenHoe 97.2mg/97.2 Mr Not less than 90.0 mg and not more than
onpenejieHue 110.0 mg C13H2N>OsS Nimesulide in tablet /

[Or 90,0mMr mo 110,0mMr C3H2NaOsS
(uuMecynun) B TabreTke

10 |Package/ Ynaxkoska 10 tablets in PVC/aluminum blister. 2 | 10 tablets in PVC/aluminum blister. 1, 2, 3 or 10
blisters and patient information leaflet | blisters and patient information leaflet in a|
in a carton. / Ilo 10 Tabnerok B|carton. / Tlo 10 Ttabmerox B TIBX /
[IBX/anomMunres oM 6uctepe. Ilo 2 | amomuHueroM Gaucrepe. Ilo 1, 2, 3 wmm 10
ucTepa BMECTE C MHCTPYKUMEH 1O | GIHCTepOB  BMECTe € MHCTpyKuued 1o

NPUMEHEHHUIO B [a4Ky KAPTOHHYIO. | IPHMEHEHHMIO B Ma4YKy KapTOHHYIO.
11 |Labeling / MapkupoBka Complies as prescribed / According to ND /
| CooTseTcTBYET TpeOOBaHUAM | B cootBercTBuu ¢ H]
12 |Storage conditions / Store protected from light below 25°C / B 3amuiieHHOM OT CBETa MECTE IIpH |
XpaHenne TemnepaType He Boitne 25°C

13 | Shelf life / Cpok roanoctn |3 years/ 3 rona

Remarks : The Product conforms to ND / Conclusion : APPROVED /
TIpumeuanne: [TpoaykT cootseTcTBYeT TpeboaHusm H/T 3axmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
ToarororneHo: Ankit Iposepeno: Pravesh Rana Ono6peno: Menekep / Pyxoapmi"fen.b

@ /é/ Manoj Kumar ')_g?y;:fi’“g;

{ Ml

Print Date / Print Date / Print Date /
Jarta: 26.04.2022 Jara: 26.04.2022 Hata: 26.04.2022
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